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simil.w undertaking in humans concerned with heafth care
of membem of the mifitary community, including active
duty, retired and dependents. Activities which meet this

definition constitute ‘“cesewcV activities. For purposes

of this btstmction, the terms “research,” “cliniczd research,”
“clinical study,” “study,” and ‘Aclinic.d investigation” are

&emed m be synonymous. The term does not include
individud or group training of military personnel in areas

such as combat readiness, effectiveness, proficiency, or
physical fitness.

A) d. Amuntnces. All federally funded activities engaging
or intending to engage in research, pursuant m this instruc-

tion, shrill have a statement of assurance in accordance
with reference (b) and other directives, as applicable.

Al e. Risk. The possibility of harm physical, psycholog-

ical, sociolo~cal, or other as a consequence of any act or
omission that goes beyond the application of established
and accepted methods or procedures which are in m
individual’s best interests, or increa% the possibility of

harm ittherent in hislher daily life or in his/her occupation
or field of service. Determination of the nature and degree

of risk is a matter of common senseand sound professional
judgment.

f. Minimal Ri$k. For purposes of this ittstmction

“minhmd risk” is m defreed by the concept of minimal
risk described in reference (b), Reference (b) detines the

concept of “minitd risk” as an anticipated risk of harm
no greater in probability and magnitude than that ordinarily

encountered in daily life or during the performance of
routine physical or psychological examinations or tests.

‘flu %creta~ of Health and Human S.wices has published
a Iiit of categories of research involving no more than

“minimal risk” and which may be reviewed by Institu tiomtl
Review Soards or Committees through the expediled re.
view procedure authorized in Section 46.110 of refer-

ence (b). [See enclosure (2)]. ‘fltis list will be amended,
when appropriate, through periodic republication of the

Federal Register and subsequent changes to this instruction.

9. Contract. Any contract, grant, interagency transfer

or other agreement hy which appropriated funds allocated
to the Department of the Navy me mzde availflble to any
individucd or or~anization. ‘fhe term “contractor” shall

include any individual or organization who is a party to
a contract with the Navy.

h. Organization. Any Federid, State, municipal or

other government agency, or any corporation, institution,
foundation, agency, or other legally accountable entity.

i. Prisoner. Any penon who is involuntarily confined ●
in a venal or correctional institution. whether such in.
stitu’tion is for the confinement or rehabilitation of juve.
nile offenders, fol persons charged with or convicted of

criminal offenses, or for other purposes.

j. Protocol. llte detailed plan by which a research (R

project is to be conducted and which contains, as a mitti-
mum, the objectives of the Iesearch project, the method

and means by which they are to be achieved, m analysis
of potential risk to human subjects and contraindications,
tafety measures, and other means to be used to reduce

my risks to human subjects. Manufnctu rer’s information,
Investigational Drug Number, htvestigatioml Device Num.
her, and results of phase I studies must be provided on

any investigational drug or device to be used.

k. Investigational Drugs. New dtttgs not ye t approved (A
by the FDA for general use and marketing, intended solely
for investigational use by experts qudi fied by scientific
training and experience to investigate the safety and

effectiveness of dm~, and exempted from the prohibition
of introduction, m delivery for introduction, into inter.
state comerce for use in humnns.

!?. Investigational Device. Any device that is used in an (A
investigational study involving human subjects, where the ●
study is for the purpose of determining the safety or

effectiveness of the device.

m. Investigational Biologic. A new biological producl, IA

i.e., any virus, therapeutic semm, toxin, antitoxin. or

analogous product used in the prevention, treatment, or
cure of dismsc or injury in humans, that is subject to
license under Section 35 I of the Public Henlth Service Act.

n. Study. [n this instruction, a generic term for re-
search,

o. Institutionalized Mentally Disabled Person. Any (R
person who is confined. whether by court order, volun-
tary commitment, or otherwise, in an institution because

of required care and/or treatment for the mentally ill, the
mentally retarded. the emotionally disturbed, the psychotic,

the senile and others with impairments of a similar nature,
regardless of whether or not such person h~s been deter-

mined to be legally incompetent, and regardlessof whether
or not he/dte is capable of giving legally effective informed

consent. llte term “institution, ” used in this sense, shall
not apply to medical or dental treatment facilities.

p. Legally Authorized Representative. h individual or
judicial or other body authorized under applicable law to ●
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Wbkh we ~mly unfcwe9eeabk ;

(2) Anticipsed circanmtam=?sunder which lfw mb- IA
ject”s partkifmticnc mey be tennimted by the invcstiptcx

Wilhollt reprd 10 the NbjKt’S cOtl$alt ;
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A) (4) The consequences of.a subject’s decision to with.
draw from the research and procedures for orderly termi-
nation of participation by the subject without prejudice
to the subject. In all instances where abrupt withdrawal
would be hazardous to the subject; es., medication regi.
mens which require gradual reduction, appropriate safe

discontinuation procedures will be followed, and the
subject advised;

A) [5) A statement that major new findings developed
durins the course of the research, which may relate to the

subjects willingness to continue participation, will be

provided to the subject;

A) (6) The approximate number of subjects involved
in study; and

Al (7) A statement that informs the subject that the
Focal and Dms Administration (FDA) may inspect the

research recor&, in projects where this is applicable.

A) c. Nothiwg in this instruction is intended to limit the
authority of a physician to provide emergency medical

care, to the extent the physician is permitted to do so
under applicable federal, state, or local law.

RI d. AH consent must be documented in the presence of

a witness not directly involved in the study. The subject
and his or her Iesally authorized representative, if any,
shall be gjven an adequate opportunity to read tbe consent

statement and to ask questions about it. ‘fIds consent
statement must be then signed by the subject or his or her

IeSaUy authorized representative md by the witness not
direcdy involved in the study. It should be emphasized
that the essence of voluntary, informed consent is a full

discussion of the nature of the study between a scientifi-
cally competent person and the prospective subject andlor
his or her IeSaJly authorized representative. ‘f%e consent

statement shall show that such a full and responsive
discussion took place and should embody all of the basic

elements of the consent standards. If the fnstihttionaf
Review Soard or its military equivalent determines that
the research presents no more than “minimal risk” or harm

to Ihe subject and involves no procedures for which
written consent is normally required outside of the research

context, it may recommend waiver of tie requirements
for the investigator to obtain a signed consent form for

some or afl subjects involved.

R) e. Under theexceptional circumstancesin which the

use of written consent is not possible;e.s., subject with

upper extremity disability, oral consent may be authorized

by the commanding officers ad officials of Navy activities
conducting research upon the recommendation of a Re-
view Committee established in accord with parasraph 10

of this instmction. Oral consent is subject to all require-
ments applicable to written consent except that the
signature of the subject is not required.

f. The use of implied cortsat is expressly prohibited.

~ All consent, whether written or oral, must be re-
corded on an appropriate consent statement, tosether

with the signature of the witness and the investigator and

dated. Appropriate records W be maintained to docu-
ment that consent was obtained.

h. Ildrd party consent, i.e., that given by parents, legal
guardians, next-of.kbt, or other legally authorized tiird

party representatives, may be used when(1) the prospec-
tive human subject is legally incapable of givins informed

consent, and (2) the measures to be used are intended to
be beneficial to the subject. W’len Lhird party consentis
used, the protocol must specifically so indicate and pro-
vide adequate justification for its use with due regard to

the facmal abdity of the subject to give informed consent.

Each consent statement involving the consent of a legally
authorized representative should be reviewed to ensure

legal sufficiency.

i. The subject in all studies shall be made aware of the
provisions of reference (~ and an appropriate Privacy

Act statement shall be included with the consent state.
ment.

8. Study Standmck. lle following standards shall be ad.
hered to in the performance of all research projects and

clinical investigation involving human subjects:

a. lle study must conuibute to human benefil, md

have reasonable prospects of yielding important results
which are not known to be obtainable by other methods

or means of study.

b. The number of human subjects used will be kept to
the minimum necessary to achieve the anticipated results.

●

(R

●

(A

(R

c. l%e study will be conducted m avoid all unnecessary

physical or mental discomfort, suffering, or injury. ,

d. No study will be initiated if there is any reason to (R

believe that death or disabling irijury is likely to occur as
a result of participation. Sufficient animal m laboratory

experiments must have been completed to provide assur-

ance of reasonable safety of the proposed study prior to use.
●
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Mid d c~ mvbw of nch propad study, khc
Commiuae eeun kc nbk w wermti Ihe sccepmbilky of
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the research in terms of institutional commitments and
regulations, applicable law, standards of professional con-
duct and practice, moral and ethical standards and tom.

munity attitudes. If the approval e.udmrity elects to

aP@nt an attorney to the Review Committee, ~PPoim.
ment shall be made from JAW or OCC peraomel. Simi-

larly, when a physician is appointed he/she shall be a
member of the Navy Medicd.Corps and if a cler~man is

appointed, he/she shall be a member of tie Navy chaplain
Corps. No Committee shall consist entirely of members
of a single profession or entirely of members, officers,

employees, agents of, or persons who are otherwise asso-
ciated with the in-house activity or contractor facility

concerned. Members of Committees convened by Federal
Government activities must bs government employees. No

person shall be involved in either the initial or continuing
review of any study in which helshe has ~ direct interest,
except to provide information requested by the Committee.

No less than five appointed members wiJl constitute a

cmmnittse. A oymum of appointed membem must be
pressnt to convene a meeting. Unless deemed impractical
by the commanding officer and/or ofllci.d with approval

authority, the Committee shall not be compossd of aU-
male m all-female membership.

I R) b. No study invnlving human subjects chaJlbe initiated
unless the protocol covering the study has been evaluated

by the Review Committee and recommendations made to
the approving authority. lle review Committee may deter-
mine that the study involves no more than “minimal risk”

as defied in reference (b), Section 46.110, and recommend

appropriate expedited review procedures for consideration
by the approval authority. Recommendations cnnceming

the study will be forwarded over the dated signsture and
typed name and address of aU Commit tee members present

at the meeting, and the &ted signature of the approving
oflicid of the activity. ‘he Committee wiU use the criteria
in Section 46.111 of reference (b) for reviewing all studies.

R) c. Procedures will be established to ensure prompt re-

porting to tie Committee and the approving authority of
any propnsed chmge in the study and my complication

or problem, including adverse reactimu to biological,
drugs, radioisotope labeled dregs m medical devices.

R) d. lhe Committee SIMUmaintain a continuing monitor.

ship of alJhuman studies, Formal reviews of all approved

studies must be performed at least once a year, and in cases
of major risk, more frequently at an intewal commensurate
with risks involved.

A) e. The Committee will notify the approving authority of

811iscussof non-compliance with this instruction.

11. Invcntigntional DSUE Review. Under reference (e),

the Naval lnveatigationsl Dmg Review Board (NfDRB) Is
establlahed to review research proposals from within the

Navy or outside contractors which involve the uce of the

miJita~ community as human subjects in the conduct of
research using new dregs, devices nr biologlcals. ‘fhis re.
view boardwillbt staffed with highly qtmli!ledprofes.
simtahcapableof performingcompetent reviewon such

“ ●

researchproposalsto ensure adequateprotection of human
subjects.The DOD assumesfull responsibility for the
protection of all human subjects involved in reammh under

its sponaorahip whether this involves investigatiomd dmga
or other hazards. Before a research test mny be performed

with aninvestigational dreg, device, or biologic, ths plan
of the test and other pertinent details must be submitted

to IAis review board. The NIDRB must give its approval,
and the approval must be confirmed by the Chief of Naval

Operations (Director of Naval Medicine/Surgeon General).

12. Responsibilities (R

a. Rasearch, Development, Test md Evaluation Managnd
Ratearcb

(1) Anistant Secretary of the Nmy ( Reswtrch, En9i-
rsmring and Systems). The Assistant Secretary of the Navy

(RF.&+) wiU endorse and forward to the Under Secretary ●
of Defense for Research and Engineering for approval all
studies involving actual exposure of human subjects to
nuclem weapons effects or chemical warfare agnta.

[a) Prior approval of the Assistant .%c~etnty of
the Navy (RE&!i) will be obtained for usc of human sub-

jects in proposed contractor cnd inhouse studies in the
foUowing categories:

1 research projects invoking classified re-
search;

2 research projects involving severe and

unusual intmsions, either physical or psychcdogicd, on the
person of the human subject (e.g., con-$ciousness.dtering

dregs, mind-control techniques, abnormal environments
involving extreme risk);

3 research projects involving potential

political or public embarrassment to the Department of
the Navy;

4 such other research projects as may bs

designated by the Assistmt Secretary of the Navy (R&&5). ● ’

6
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(b) Recpxsts for spprovsl for IMS of humm
RI subject! in studks in the dxwe atogories wfS bs for.

svsrdod to the Amistust Secretary d thef+svy(TIE&S)vis:

~ lk Chkf of Naval Opmxtbm (fJfmctor

of Nsvsi Medidm/Sufgenn Genemf).

& The Chief of Navsl Wsonnd and
Deputy Chkf of .%ff for Mmspuwsr(Mesine Corps), ss

appmpdste. and

& Ths chief of Nsvd Operufnns (TNmctor,

Rsmuch, Dcvelopntent, Test A Bvskmtfon).

(2) Chisf of Nsvd RmsardI. The Chisf of Naval
Rsassrch k meponslble for prddl~ gukbncs and esttb

liddq md monitoring pmmdures amtfswmf with this

R) Immctbn for the protection ofhunssn subpcts in mudks
funded by the Oflks of Nsvsl ResaIcJI snd conducted by

cmmrsclort using mbpas othsr Osm Nwy os Msrfm
Cosps pertotsml us employees of ths Depsrtmem of **

Navy.

(3) Chid of N-d Opcmtiom (Dh’ocmr of N-d
Msd kfm/SU rgaon Ocsmsall. YWcChbf of Nevsi Opemtions

(Dfrector of N8vd Medicine/Surgetm Gsnmd) is mponsbk
for psovkfiq pkfsnce md mablishinc snd nsmboriq

prmsdwes condstent with this imtmctlon for the promo
Uc+sof hunmn subjects in studim comimted by NW

mctivislm w by comrmoss us@ Nwy or Msrine Corps
porsonrsd or empbyeee of ths Ckpsnment of the Nmy.

The Chkf of Nsvsl Opomtiont (Oirector of Nsvd Medicins/
Su~mn Genersf) is ddegstad appmvd mxhority fos the
u= d humus stkjects In sJlNsvy fmhouss pmpuesd m.

search projects md mntrsanr studbs udng Nesy or
Mufm Corps pmsnmd or amployess of the Dqmsossastt
of tht Navy which do not rsquire Asskunt .SecNSary d

tk Navy (~) Jppmd ss spscfhd fn subpsnuiph
12s(1) strove. Ths Chbf of Nsvsl Opamfons (Director of
Nsvsl M.adicindSur~on Genersi) msy fusthtsrdsiagate thk

q-d ●ulbilY U sppmpriste. In endcdng reqwsta
for ~mvsl for ths USCof htsnsn subjects sddm,cd to
tk -IMS Ssuetsry of the Nevy (R&4,5), u described

in subpsragqsh 12s( 1) above, the Cbkf of Nsvd Oporstbns
(Dimctu of NSVSJMedkrne/SUrgeaI General) is respcd.

bk fsw the smossmsm of the risk 10 ths hunsen tubjms
prssenwd by tlB remsrch prqmssl and the sdequscy d
pmtectbn tgsinst thii rfsk

(4) Cfdsf of N-d pwsonml snd Dsputy Chief of
R) Stsff fos Msnpotnr IMsdns Coma). In mdomin; requests

fw apprnvsl for ths uss of human mbjects sddre~d to

tk Asdstsm Sacwtsry of the NW (R.S&S) as dsscribed

3 APsil 1985

under subpsrsgrsph 12X 1) abuve, the Chief of Nsvsl (R
Personmi or ths Dspty Chkf of Stdf for Mmpowcr

(Mmins Corps), u approprbte, u responsible for
sddmsdn; ths appmpristmats of using ndlitsry pemmusd

for the Stltaf purpoe2 d thsis Ivulsbtity for use St
volunteer :Ubjects.

[5) Chkf of Nssd Opsmtions (Oimcmr, Rsnti, (R
Dwdopmcnt, T-t and Evahmdon). In mdors~ Iequetta
fos approssl for tk MS of humm MIbjms sddr&scd so

the Aseismnt Sauetary of the Nsvy (RE&S) ssdescribed
unclespmtgrsph 12a(1) Awe, ths Cldsf of Nsvsl Opx>
tiom (Dhwor, RDT&S) is rsspondbk fos assessingthe

mqukermnt fnr tk pmpmed resarch snd juwifkation
for the risk involwsd. If, in the judgment of the Chief of

Ntvd Opsrstbm (Director, RDT&E) s lc@ msisw of
ths Popoesd uss of humsn mbjwm is ●dvissbk, mch

kgd rwiew td be obuimd from the Office of dw J@e

Mvocets Gomnl

(6f CO~nS Offiart of Naval Actisiti~ Com
msnding offiirs d those nsvsl activities czmducdng m
sesrch to whum sppmvsf authority b delWted by the

Chief of Nsvsl Opemtbns (LXrmtor of Navsl Medkinc/
Swgwn Cerr,rsI) YAMestabikh IpFsc.prists Review Com

ndtwss at tkk smisitia to ssist them in accordance with
the Pfdence mntdned in fmzgmph 10 dxve. A cot-m
man@sg otlker nwy not sppmvc mmamh fc+ which he

or she is slm a prindpel os coinvmigstor. Such nxsmch
shsfl be mvkwed and spproved st t hi@er echebn of

consmusd. If tk Rmiew Committee recommewls safe-
gusrb or special mndftbm to a protocol it it rswutm
nwndint for ●ppmvsl, the consmsndins offiir miy not
mduos tk mf~ds or conditions upan tppruting the

pnmcol. Tfts cmnnmmfinc oMmr nmy require sdditkmel
Ssfsguerds, mcy dkappmve tie protocol, or nmy refer it
10 s hi#mr qqwdnt mttfmrity smj Rsvisw Committee.

(sI In dl stud= thst involve nscdimlly invsdve
u-chnlqtms or are jmd@ by the Review Conmdtme to
involve more dun ninimsi risk but Ies dun tit requiring

Asshtsnt Sscmtwy of the Navy (RE&s) sppruvd, the

~PP~~K sUthOSflYMUS1be t physicisn or dcndst, ss
sppraprlste. In resesmh sctivitbs where the comnmrding
dfier h not a phydcim or dentist. the study wfll be
forwsrdsd via the dssfn of comnmnd to the firm echdon

Issving c msdbd or dentsl offxer in mmmsnd, ss sp~~

ps’bts, or to ths Chkf of Nsvd Opcrstiom (Dimctot of
Nsvsl Medkim/Surpon Gsncml) for review and approval.

(b) Notit%st ion of sII apprnsds of profmssd
smdiss dul be prnvided to the Atisurst Sscreury of the

R

(R

7



SECNAVINST 3W13.39B

27 Fabruarv 19S4

Navy (RE&S) via the chmn of command it leaI wn work.
kngdays before the initistwn of the $tudy. The notifmlica

duff provide a bncf dcscriplmn of tbe study md hs pur.
pou. A copy of csch notification mvcdtings research
projca shafl be provided to the Chief of Nwd Opersticos
(Obcctor, RDT&E). A copY of csch iwxificatitm relating

to rcwrch projects tnmhing the UIC of sctiw duly Navy
oc Mmrine Corpc personnel shall bt prOtidCd 10 the Chef
of Naval Pccsonnd or II* OCpmy Chtcf of SItff fof Mtn.

power f.Mmine COcps). as sppropciste.

h Cfinfcd Itwm:igntion program ICIP) Msmgod R-

&

Al (1) Command-, Nsvd Wdicd Commmcf.wuh.

x. D.C. llc Commmnder, Naval Medical Command
wifl provide guidmce with regtrd to Ihc impfcmwcltdon

c4 thfc instruction within all naval madicd ftcllitict.
Monitoring procedures wikl br cmblhhcd fnr dl pcolocck

funded and ccmducied within this line of suthwity. The
Coccunmdcr, f’hml Medicd Commmd will endorse dl
requests forwarded to Ihc ASN (REM). SemKnnually, or
u mqtdrod by bigkr mdwity, he Commsndcr, ?fa$ml

kkdic# Ccmmand will forward 10 ASN (RE4S) I listing
of dl acckveresearch studies being conducted undw the
C3fniil Inw.sligalinn Prognm which are gcvenwd by this
inswuclion.

Al (2I f31kf of Nad Otmratiom (Ditoaor of N.vd
Musdnd$uqport Gwwrafl. l%c Cbicfof Nsv81 Opm!iom
(DbccI.x of Naml Medicine/Surgeon Gencrul) wUI provide

@CY $uidmce. ● reqtired. fw all clinical mvestipliom
conducted wfthin nmf medkal or dental cnmnunds. The
Chkf of Nsvd Opemticmc (Cimctw of Naval Medkktc/

SucSConGcneml) wiS cndcm dl request- forworckd IO
tk AsN (RI?@.

Al (3) Wim Satmtmv of du Navv (Reccsrch. En.

~ ti $VWSI’IU). Thc AWswm SccrcIsry of Ihe
Navy (RE&.S) wflf tppcovc dl cfinkd inwstiption prc-
paah in the fallowing cawgnrbs:

(d pmpomb invoking wwrc mcf unusual in.
t-, citkc phydd CMpIyChdO$iCd On the ~lSOll Of

the humansubja;

(b) pcoposdc involving pmcnlml pdixkal 01

publk cmbammcnt 10 the Dcpnrunem of the Navy;

. .

IcI all dasxifwd projcc!s: and

(d) wch other projects or c:lcsones as may be

de$lgmted hy Ihe As$imnl Secretary of the Navy (Re- *
warch, Engmccrmg and Systems).

(41 Cofnmcnding Otficom of N#rv Mmfkd MM IA :
Donfd Aativitiss

(.) Except M prowded by subpmgrspb 12b(4)
(b) below. no chmcd mvosti@ion sfmfl be iniliated in ●

nw+d hc+itd until the prowcd hm been rewcwcd and

approved by the appropnsie Rmew Commniee, approwd

by the commanding offiir of the naval mcdicd activity,
and approved in accordmcc with subparsgnphi 12(b)(l ),

(2) md (3) above.

lb) Subjeci 10 $uch addilicmd guidelines u may
be pre=ribed by Ihe spprovd uthority, the tttending
physician may inki.te clinical hwesligation in m emer-

gency siiustion where tuch investigation in his/her profes-
sional judgment is required to prolong the life of tbe
patkm. Whent clinical investigation is initiated pursuant

10 this mthority, the appropriate review committee W
review the invcstigntion tnd repwt via the Nsvd Inwstiga.
tiond DmI Re+4ew Sowd 10 [he IJtief of Naval OPCratkons

(Director ;f Naval Medkine/Tk $urgcon Genenfjwitfdn
ten working days of the initiation of che study.

13. Contractor $fudiu Nn cnmncl for my rucmcb P@.

ccl involving ihe usc of human subjects chall bc awarded
unl.a$i the orunlwion applfing for the contract meets all

the protiiom of references(a), (b) and (c)of IMU instcuc.
ti6n~ Addlticml inform-don. u r~ired. “mustbc provided
to the tpprovins offiiid.

14. Mdntwmnca of RMOrdb Afl records associated with (R

the w of humm subjects in roaewch prqccts shall & re-
tained permmenlly in =ordmwc with reference (g). [n
addition. a copy of the consent statemcm signed by tk

subject w hic kgd re~esentztiw, invcstigslor, and witncsa
$hdl be fllod in the subjoct”smcdkaf records together with

suffiiicnt docunwntstion to identify clcxfy by nsnw or

code my dru~ sdminitterod-whether invesiptiond or
not-mvea[istticad pmcedurcc pcrfonmcd, tnd nujoc

obwmtions, including my advemc effects. The nuinte.

IMnce of such records is the rospcimibilily of tie approvfng
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● Code of Federal Regulations 45 CFR 46(b)

46.101

(b) Research activities in which the only involvement of hman subjects
wfll be in one or more of the following categories are exemt from these
regulations unless the research is covered by other subparts of this
part:

(1) Research conducted in ●stablished or cosmonly accepted educational
settings, involving normsl ●Wcational practices, such as (i ) research
on regular and special educational instructional strategies, or (ii)
research on the effectiveness of or the c~arison among instructional
techniques, curricula, or classroom management methods.

(2) Research involving the use of educational Wsts (cognitive,
diagnostic, aptitude, achievement). i f fnfOrIItStf On taken fr~ these
swrces is recorded i n such a manner that subjects cannot be identified,
directly or through identifiers linked to the subjects.

(3) Research involving survey or intervfew procedures, ●xcept where
all of the following conditions exist: (i) responses are recorded in
such a nenner that the huaan subjects can be identified, directly or
through identifiers linked to the subjects, (i i ) the subject’s responses.
i f they became known outside the research, could reasonably Place the
subject at risk of criminal or civil liability or be damaging to the
subject’s financial standing or WloyabilitY, and (iii) the research
deals with sensitive aspects of the subject’s -n behavior, such as
i llegal conduct, drug use, sexual behavior, or use of alcohol. Al 1
research involving survey or interview procedures is exeqt, without
exception, when the respondents are elect-ed or appointed public officials
or candidates for public office.

(4) Research involving the observation (including observation by
participants) of public behavior, except where all of the fol lcuing
conditions exist: (i) observations are recorded in such a manner that
the hman subjects can be identified, directly or through identifiers
1 inked to the subjects, (ii) the observations recorded about the individual,
i f they became known outside the research, could reasonably place the
subject at risk of criminal liability, and (iii) the research deals with
sensitive aspects of the subject’s own behavior such as il legal conduct,
drug use, sexual behavior, or use of alcohol.

(5) Research involving the collection or study of existing data,
documents, records, pathological specimens, or diagnostic speclusens, if
these sources are ISUbli CIY available or i f the information is recorded
by the i rives ti gator
directly or through

in such a manner that subjects cannot be identified,
identifiers linked to the subjects.

Enclosure (1)
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RESEARCH ACTIVITIES MHICH MAY BE REVIfMD
THROUGH EXPEOITED REVIUI PROCEOURCS

Research actlvftles involving no more than the minimal risk and in whfch the
only involvement of hman subjects will be In one or more of the folluding
categories (carried out through standard methods) MSY be reviewed by the Insti-
tutional Review Boarsk through the ●xpedi ted review procedures authorized in
46.110 of 45 CFR Part 46.

(1) Collection of: hair ●nd nail clippings, in a nondisfiguring manner;
deciduous teeth; and permanent teeth if patient care indicates a need for
●xtraction.

(2) Collection of ●xcreta and ●xternal secretions including sweat, uncan-
nulated saliva, placenta removed ●t delivery, and awiotic fluid at the time of
rupture of the membrane prior to or during labor.

(3) Recording of data from subjects 18 years of age or older using non-
invasive procedures routinely ●~loyed in clinical practice. This includes the
use of physical sensors that are ●pplied ●i ther to the surface of the body or at
a distance and do not involve input of matter or significant amounts of energy
into the subjector an invasionof the subject’sprivacy. It also includessuch
procedures as weighing, testing sensory acuity, electrocardiography, electro-
●ncephalograph. thermography, detection of natural lY occurring radioactivity.
diagnostic ●chography, and ●lectroreti nography. It does not include exposure to
electromagnetic radiation outsfde the visible range (for example, x-rays,

● ❑icrcrdaves).

(4) Collection of blood saaples by venipuncture, in amounts not exceeding
450 milliliters in an ●ight-week period and no more often than two times per
week, from subjects 18 years of age or older and who are in good health and not
pregnant.

(5) Collection of both supra - and subgingival dental plaque and calculus,
provided the procedures is not more invasive than routine prophylactic scaling
of the teeth and the process is acc~li shed in accordance with acceptable pro-
phylactic techniques.

(6) voice recordings made for research purposes such as investigations of
speech defects.

(7) Moderate exercise by healthy volunteers.

(8) The study of ●xisting data, documents, records, pa thologf ca 1 specimens,
or diagnostic specimens.

(9) Research on individual or group behavior or character sties of individ-
uals, such as studies of perception, cogni tion, game theory, or test develop-
❑ent, where the investigator does not manipulate subjects’ behavior and the
research will not involve stress to subjects.

●
(10) Research on drugs or devices for which an

exesption or an investigational device exenption is

SOURCE: 46 CFR 8392

investigational new drug
not required.

Enclosure (2)


